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Food and Drug Administration

MAY t?~””’ 2098 Gaither Road—
Rockvllle MD 20860

VIA FEDERAL EXPRESS

WARNING LETTER

Mr.” Anton M. Straub
Owner
Nikolaus Straub Chirurgische Instrument
Griexnerstrasse 8
D-72 01 Renguishausen, Germany

Dear Mr. Straub:

During an inspection of your firm located in Renguishausen,
Germany on February 28, 1997, our investigator determined that
your firm manufactures surgical instruments. These are devices
as defined by section 201(h) of the Federal Food, Drug, and
Cosmetic Act (the Act).

The above-stated inspection revealed that these devices are
adulterated within the meaning of section 501(h) of the Act, in
that the methods used in, or the facilities or controls used for

●
manufacturing, packing, storage, or installation are not in
conformance with the Good Manufacturing Practice (GMP) for
Medical Devices Regulation, as specified in Title 21, Code of
Federal Regulations (CFR), Part 820, as follows:

1.

2.

Failure of the quality assurance program to consist of
procedures adequate to assure the approval or rejection of all
in-process materials, as required by 21 CFR 820.20 (a) (2) . For
example? procedures are not adequate to segregate in-process
product from different lot numbers/catalog numbers to prevent
a mixup. For example: (a) eight forceps from catalog
were mixed with 80 forceps from catalog while gcrinu
through a polishing operation, and (b) twen~y forceps from
catalog were stored in the same storage/tote bin with
70 crawfo~u G*41ps (catalog as they were awaiting
an in-process inspection.

Failure to check, and where necessary, test for conformance
with device specifications, each production run, lot or batch
prior to release for distribution, and failure to hold
finished devices in quarantine or otherwise adequately
controlled until releasedl as required by 21 CFR 820.160. For
example, non-conforming instruments are not separated from
conforming instruments. A tray in the finished device
packaginu and etching area contained twelve Pean forceps,
catalou two of which were etched with catalog

However, the master sample and production work
order showed the correct catalog number to be The
remaining ten instruments in the bin had no label information
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3.

etched on them, however, the production work order showed the
twelve instruments were etched and packed for shipment on

Failure to implement planned and periodic audits of the
quality assurance program in acco~dance with written
procedures, as required by 21 CFR 820.20(b). For example,
written procedures for conducting quality audits have not been
prepared, and quality audits have not been scheduled or
conducted.

This letter is not intended to be an all inclusive list of
deficiencies at your facility. It is your responsibility to
ensure adherence to each requirement of the Act and regulations.
The specific violations noted in this letter and in the form
FDA 483 issued at the closeout of the inspection may be
symptomatic of serious underlying problems in your firm’s
manufacturing and quality assurance systems. You are responsible
for investigating and determining the causes of the violations
identified by the Food and Drug Administration. If the causes
are determined to be systems problems, you must promptly initiate
permanent corrective actions.

Federal agencies are advised of the issuance of all Warning
Letters about devices so that they may take this information into
account when considering the award of contracts.

Given the serious nature of these violations of the Act, all
devices manufactured by Nikolaus Straub Chirurgische Instrument,
Griemerstrasse 8, D-7201 Reriguishausen, Germany may be detained
upon entry into the United States (U.S.) until these violations
are corrected.

In order to remove the devices from this detention, it will be
necessary for you to provide a written response to the charges in
this Warning Letter for our review. After we notify you that the
response is adequate, it will be your responsibility to schedule
an inspection of your facility. As soon as the inspection has
taken place, and the implementation of your corrections has been
verified, your products may resume entry into this country.

The FDA has received your response to the FD 483 dated
March 26, 1997. The response is not adequate. More specific
information may be supplied regarding the steps taken to correct
all the GMP deficiencies. In response to your question, the
section in the GMP for establishment of quality procedures is
21 CFR 820.20(a). The proposed submittal date for the quality
audit procedures is acceptable to FDA.

Please notify this office in writing of the specific steps you
have taken to correct the noted violations, including an
explanation of each step being taken to identify and make
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corrections to any underlying systems problems necessary to
assure that similar violations will not recur. Please include
any and all documentation to show that adequate correction has
been achieved. In the case of future corrections, an estimated
date of completion, and documentation showing plans for
correction~ should be included with your response to this letter.
If documentation is not in English, please provide an English
translation to facilitate our review.

Your response should be sent to the Food and Drug Administration,
Center for Devices and Radiological Health, Office of Compliance,
Division of Enforcement I, General Surgery Devices Branch,
2098 Gaither Road, Rockville, Maryland 20850, to the attention of
Carol Shirk.

Sincerely yours,

j+/wF
Director
Office of Compliance
Center for Devices and

Radiological Health

Enclosure: (1) 21 CFR 820.20
Organization



58203

is intended to be included m the fln-
fehed device.

(d) Control numbermearia=9 ti~~
five combination of Iettem or numbem
or botk from wtdch the complete his-
tory of the manufactum. control. pack-
aging, and distribution of a production
~ lok or batch of flnlahd devia
- be determined.

(e) CrfMcalcomP@Unf mean8Uly cam-
ponent of a crltfcat device whose fall-
u.mt.operformwbe~tib ex-
pected to cause the failure of a crltiut
device or to affect W safety or effec-
tiveneaa.

(f)C#icoIddcemaatim=
is intended for surgical implant into
t5ebodY ortosuPPO* mm_ llfe
and Wh08e ~ure @ f=f~ =x
movrr~ used in accordance with in-
Etruotiona for Uee provided in the label-
lnucanber’e=’otiw~wm
mltinadgnlflant=ti~~-
CrRlcal devices will be ides- w
the Cammlsb- after --~
withtbeDwice—~
Pmxiee Mvi80rY Comxrdttee au-
laedunderllection szxf)dtbe=fid
Ulillush=tive lietofdstia
wiUbe*vallableikOnithe~~
Devlcea and Ruuow -a -
and Drng MmMetmMon.

(g)&itfrul oPe@f4mrneeJm
tioninthe~Of7&=
ticewhich.lf imlxw=b~
canbereuonabwsxmctedti~
Ulefhllureo facrltiuldwi@=ti d-
feot its safety or e!Teutlvanrn

(h)Deu&ehfstowreconfmesm
@latlon of record8 Conatnlxw * oom-
Meti xmdu-on historY of a fhdahed
devloe.

&-
alg4 formulationsW===@= ~
@eta raanukturhx ~ @-
ity amuran- re@mnent& and label-
lngoiaflnidled device.

L“)Rnishe$deakxzne4.n8adevlc%0r
arlyamgsory toadevlcuswhkh lo
mitable for ueek whether or not
smck4BMm Medfa=—=—J
dmributloa

(k) Mom@c-er ~-x’-=

J!!IHL

anyrqlwker alworm
who ~, MxIUt=S

orpmceewMaaalebad-
< tSrmdcUSnotl’x@*=Y

....$.,~ .. -

21 CXR ch. I (4-146 Edii

Vloe.
(n) Ch4dM ~~~=-

Uvltita neceaaam W ammr8andveruY

Conmence in the UUalitw of ~ I===@J
uued to manufacture a flshhed device-

Foodand DnJg AdminMr~ HHS

proval or rejection of devices manufM.c-
ture& p~ packaged.or held
under contract by another company;

(3) Identifying. recommending, or
Pro-ddirlg aohltion8 for qua)ity aauur—
anteproblems and verffying the imple-
mentation of such aolutfow and

(4) Asurlng that all quality ~
ante ekxka are appro~ and ade-
quate for their vurpoaeandasw per-
formed correctly.

(b) A* zmx=fura. Planned and
Periodic audita of the quality 8suranlM
Pmlrram abattbe implementedto ver-
ify comptfance with the quality assur-
Ucermxsasm’ rheaudita aballbeper-
fOfmed lo mxmdamx wftb written XO-
cedureebym~txalnedfsldi-
vlduala not having direct reapomdbfl-
ltiea for the maU4?ra beillgaUditUL
Audltmaults~be~ti in
wrlt&n audit rem which shall be
~by MaMgement having re-
SPonedbility for the ~ mxtlted.
Followup ~
mauillt of defmii% =%2!%
taken when ind!uteli Ane’m@md
theFoodand~~om
d@maMby t&e Food andmwg M-
Ininiahztim obali have ~
written procedm estsmed f:%
audit.upon~dm~~ ~
@OYee.a ~e omti of *
-Ukturur ohaucertu!y invrrftlng
tllatthe audimdtM@ty~

%%R%S%2!2R’3-2 z
mentedandthatany~~
t!veaottorlbuti~

c- R!mmmeL
Each man~ Sbdl have suffl-

Clent Deraonnd with the Ixx8sUy edu-
~ok~tAning.uldw
rlenoeto aaaur8timomom am
~? Performed.

B& RR’%%&2!l#’”~~J
Perform tbelr M?dgned ~Mu~@J
w-b. * training m2grUrM
-Mce=8sYtoaaaumttutmm
ban a thorough
tieuch

~oftlleir
lmxrams ahallbecondw

- doalmentd. All ernployeee ahau
be made awara of device defecw Wbieh
mWoccurfhxnt&impmper~~
anUJoftheIr 8pedflc j&l&Q* -
~smmolmedsballberoadeam
of~*~-~~-

countered as mrt of ‘~eir a.
Sulance functions

(b) Personnel healfh and c
Personnel in contact dth a 1
ita envfromnent shall t
healthy. and suitably atUnl
lack of cleadinq w
suitable attlra could ad-

1

the device. Any pe.raonnelwho
id ~on or aqervko
vatlon. appear to have a
WhiCb could adversely a
StAlbeexcluded !komaffe

1

attons until the condition ie c
Per80nnelahaubebmmcted
6uchCondkfonato their~

Subput C–BU _
s- ~

JBuildlngaIn which man
asaemblfng. packaging. pacMq
w. teatfneJ&=l Opant

and conti eafllclent ~
tate adequate cleaning. main
andother ne=5ary opel=Ma?=
Cllftlee shall Lxovlde c. . —-
~toPtW8ntmixupum
aurucmleriy handMng oft
~ ~* mjectm
-1- ~entS In—mWUS
nanqfinfahddevl~~
vlcus Uiathavebeen~
worke4L or ~ -n
Pattem4tQol& reUxdS,4
-=~and -
auonm and quarantined Lu13d

S=* ~eomtlQl
where en~ tat Codt

‘ie ~~ ti~ could 1
adveme effect on a devfc+yam
- - envlronsnenud ~
ehall be controlled to prevent Q
nationortheax~
roper Conditiolm for eachof U
dons Performed~t m
Ccmdltioneto be ~ f=
am lighting, ven~ @!qlm
humidity. air IX==V3. axm
bomwcontadnatl oma?Mat

—.
abaubedocumenti


